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Panacur@/Safe-Gu.ard* (fenbendazole) Suspehsion 10% 

“To change the marketing status for use in, goats ‘&m !P&scri&on ‘(I&) ‘t6 &&?he&o&ter ’ 
< =_ 4w*.~#&.ti*~.i .x P / i*Gm**4 (OTC) tid revise tfie“IndiGti6n Sectlon for goats to’ iG&at& the lab&Gig? 

SPONSOREI) BX 



--a..wa . “C, ALI”. 

405 State Street 
Millsb&o, Delaware 19966-03 18 

Drug Labeler Code: ‘057926 

Established Name: fenbendazole 

Proprietary Names: Panacur’ISafe-Guard* 

Marketing Status : Currently. Safe-G&$?l@ is OTC fnr heA 2nd Ai -__ ..11A ..A*- -,xy cattle; ” 
Panacur’ is Rx for beef an&dairy cattie, horses, and goats. 

Effects of Supplement: 1) The marketing status of fenbendazole suspension for use 
in gusts is change 

Guard@ S~~~n~t&~ 

..a.* A..,+, :. 

me remov; 
LJ I ne malcatlons $or use m goats are revised from *.. . .for 
A,- - ~. al md co&rol. of stoma& ka &&&~l ‘+o;m’; 

Haemon&hLs contytus and Osiertagia circumcinc~a” to 
66. . . for the removal and’$,&&~ff $j+++~ +dGs ‘(,&i&s) 

nuernvncnus conto?tus aqcl 1 ~la~orsagia cir&mcinctff .i’ , 

. . _.. 

SAFE-GUARD@ (fenbendazole) suspension 10% 
Beef and dairy cat&: f&the rem&d &I c&Ki $fi ’ ..’ .’ 
Lungworm: (Dictyocauius viviparusi 

Stomach worm (adults): Qs~er~agia ostertagi (brown stomach worm). 

Stomach worm (adults & 4th stage 
worm), Trichostrongylus aa 

a- larvae): Haemonc@s contortuslpiacei (barberpole 
:ei (small stomach worm) 

I, 
-. 

Intestinal worm~(adtilt and 4th stage larvae): Bunn~~tnrn~~~ nhl~hntnm~r 
Nematodirus helvetianus (thread-necked i: 

, _ r.-----w-,,-Mm (hookworm), ..-- ----..---. ~_ 

^ ’ &t$&&&), Cooperia oncophora and 
1 worml:;Tf-~~~o.~tunn~~us colubriformis fb&pt 

-‘. ‘. 
C. punctata (small intestina , , c 
WO~JII), Oesophagostomum radiatum (nodul;?r WC 



‘ . . . 
Goats: for the removal and control of stomach worms (adults) Ha&munch& contortus 
and Teladorsagia circtimcincta. 

111. r)OSAGE 

A. Dosage Form: Suspension 

B. Route of Administration: Oral, as a drench 

C. Recommended Dosage: Beef and Dairy Cattle- 5 n mo& ~3 ? mu/k) 

Beef Cattle only @&b&~‘l&& i I) ‘mu/h fA 

Goats: 5.0 mgkg (2.3 &$lbj 

.d. 0.” AL16/ ‘16 \L.- “.U ‘U, 

-‘- - - ---= “0 1 
1.6 mg/lb) 

- , 

NO further effectiveness data were required frnm the n&&n-I -*\-rnvsl fnr nnatn rln~aw 
, “, . . .* PMF 3 1~1 * dated M.G;Kzg; *~~~ii’;‘&k&Nn- 

was a minor species $pprbVal. A& 
layperson asild the conditions nf me nrwwrihd nn th- 1-1.61 -. f:Lf,;‘~i 
in nractic-e..‘ yje indid‘ak& ; 

sclentitic community has changed t ,._ i ./ ̂ _ ‘.L..I. 

worms. The term adult h&*1 
were only in the aduhparasife. 

V. 
ANIMALSAFE~” ,_. ., .,, “ ‘- ‘a 

No fmher target animal safety data were required from the original approval for Iz*- I..c_ d:iV:l.l. i .* .s.. goats under pm 5-1 lg d&ted Mwch 28, lssI,.~~~~~~~~~-6il(j‘dked ~p~i 25, 

1994. , 

‘lhe information submitted ‘ir - -.= r - 
requirements of sectidn”Si 2oYthef: 
implementing regulations at Part 5 1 
CFR 5 14) for Ptiacur@/Safe-Guard’ 

‘les the 



change in the marketing status for use in goats from Rx to OTC and to revise-the goat 
indication section. 1 : .- 

VIII. 

The Agency has concluded that this product shall have over-the-counter marketing 
status because adequate directions for use’ have been ~i~t~~;,,~~r,:~~~.layperson and the “b-L ;._. 
conditions of use prescribed’on‘the label are likely to be fo’llowed m firactice. ’ 

In accordance with 2 1 CFR 5 14.106(b)(2)(viii), this is a Category II change which’ _,_,” ..,,. ^“_ 1 .:” ,- .,., / _/..* 1. - 
did not require a reevaluation of”the safety’& effectiveness data m the parent 

._. 

application. 

Under section 5 12(c)(2)(F)(iii) of the FFDCA, this approval for food-producing animals ‘_, ..l. ,. l,‘,l 
does not qualify for marketing exclusivity beginning on the date ‘of’anproval because the 
supplemental application does not contain substantial ~i;id~~~e.d~t~e’e~fectiveness’of the drug involved, any studi.s of.tiim;l”saf~~-; ‘or,’ i& the.--~;‘&% $/A.& pr&d;l;iir;g ‘emals, 

human food safety studies (other than bioequivalence or residue ~~;tudies~‘rk~~ir~~~~o~ the 
approval of the application and conducted or sponsored by the applicant. 

A. Safe-Guard@ (fenbend azole) Suspension 10% - 1000 mL (33.8 $ oz) plastic 
container 

B. Safe-Guard’(fenbend - azole) Suspension 10% - 3785 mL (1 & \ ” illon) plastic ‘ 
n,vlto~~m. 

Copies of applicable labeling may be obtained by’&iiting to: 

Freedom of Information Staff (HFI-35) 
Food and Drug Administration, Room 12A’16* 
5600 Fjchm-c t gnm‘ 

Rockvine, JML 
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Beef, D&it-y COW 
and Goat Pictures _.a ,,. ,.a.-, 
To Be Added Here”- ‘. . ’ 

Res,quEWARN,Ncsc~.iiiu~.n~t,~iu~~~~ ..&& 6”p~ . 

following treatment. A wifhdra.Gai p&W has not been established 
for this product In pre-rGiti4ih~ ca@sz Qo not Use in “&Ives: fi. 
be processed for ypl. Go& must not be slati~hatireil‘f%f&$‘~ 
w!thin 6 days Wowing tma@j&it. B&&e awithdrawal tin& In”‘., 
milk. h+ nqt tin esQ&l&hed, do not uti In fac@tltig gti&. For 
dairy cat&+ .tiemTis no n#k withdrayGl ‘@e&xl. ,_ 

697935-8 I Gallon (3,785 tiL) 
/ 



/ INDICATIONS: DldECilONS: 
Beef and Dairy Cattle - 2.3 nigllb’(5 ni$@&jlj vjei$<lbSihe ‘“. 
removal and control of: 

Defemiine the proper dose according to estimated body weight. 

- Lungworm (Oicfyocar~lus viviparous); 
Ad$nister orally. The recommended dose of 2.3 &/lb (6 mgncg) is 

- Stomach worm (adults): brown stomach womb (Oslertagia 
ac$ved when 2.3 mL of the drug are given IO> each 100 lb body 
weight. 

osteftag$: 
- Stomach worms (adults and fourth stage larvae): barberpole 

EX;aMIES: 

worm (Haemonchus contortus and H. p/a&) ind small stom- 1CClb E% 
ach .worm (Trchoskvngylus axei); 200 lb 416 mL 

- Intestinal worms (adults and fourth stage larvae): hookworm 300 lb 6.9 mL 
@unostomum phtebolomum), threadnecked intestinal worm 9.2 mL 
(Nematodirus helvetianus), small iriie&i%%ii @&i&ri’a ’ “ZIt: 11.5 mL 
punctsta and C. oncophorti), &iiikr$t”~? ~&hostrvngylus 1CQO lb 

1500Ib 
23.0 mL 

cotubritormis), and nodular worm (Oes6ph~g&tomum ra+-,, 34.5 mL 
turn). 

Goats - 2.3 mgllb (5 mg/kg) body tieigtit foi tt% iem&&i’and 
control of: 
- Stomach worms (adults): Haemanchus,~~ntortus and 

Teadorsagia cl?ccirncincle. 

25 lb 
50 lb 
75 lb 

100 lb 
12$x' 

1.7mL 
2.3 mL 
2.9 mL 

I 

Store at or below 25% (7tF). 
Protect from freezing. 
Shake whll befd&‘use. 

Under conditions of continued expbsure to &sites. retreatieni^ ’ 
may be netied after 4 to 6 i&eks. 

Ma&a&red by: OPT Laboralories, San Antonio, TX 76215’” 

Distributed by: Intervet Inc., Millsb&. DE 19966 

NADA # 128620, Approved tiy FDA 
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Beef, Dairy 
Cow and Goat 
Pictures To Be 

Added Here 

for Beef S; Dairy Cati and 
Sumension 10% Wl0 n 

lcwp!hisandaDmeecatfonccltd~-~d~ 
1,000 mL (33.8 fl oz) 6976108 

/_ a _I/ ..w. , 


